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1. 



Basis of the report 

a. With regard to the language, the international search was carried out on the basis of the international application in the 

language in which it was filed, unless otherwise indicated under this item. 

□ the international search was carried out on the basis of a translation of the international application furnished to this 
Authority (Rule 23.1(b)). 

b. With regard to any nucleotide and/or amino acid sequence disclosed in the international application, the international search 

was carried out on the basis of the sequence listing: 



□ 




X 

□ 
□ 
□ 

□ 

4. With 

□ 



contained in the international application in written form. 

filed together with the international application in computer readable form, 
furnished subsequently to this Authority in written form. 



furnished subsequently to this Authority in computer readable form. 

the statement that the subsequently furnished written sequence listing does not go beyond the disclosure in 
the 

the statement that the information recorded in computer readable form is identical to the written sequence listing has b een 
furnished. 

Certain claims were found unsearchable (See Box I). 
Unity of invention is lacking (See Box II). 
regard to the title, 

the text is approved as submitted by the applicant, 
the text has been established by this Authority to read as follows: 

The Title is too long. See PCT Rule 4.3. New Title: "METHODS OF MONITORING PROTEASE 
INHIBITOR ANTIRETROVIRAL THERAPY". 

5. With regard to the abstract, 

| X| the text is approved as submitted by the applicant. 

| | the text has been established, according to Rule 38.2(b), by this Authority as it appears in 
Box III. The applicant may, within one month from the date of mailing of this international 
search report, submit comments to this Authority. 



6. The figure of the drawings to be published with the abstract is Figure No. 
as suggested by the applicant, 
because the applicant failed to suggest a figure, 
because this figure better characterizes the invention. 



| X| None of the figures. 
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Box I Observations where certain claims were found unsearchable (Continuation of item 1 of first sheet) 



This international report has not been established in respect of certain claims under Article l7(2Xa) for the following reasons: 
1. I I Claims Nos.: 

' ' because they relate to subject matter not required to be searched by this Authority, namely: 



□ Claims Nos 



because they relate to parts of the international application that do not comply with the prescribed requirements to 
such an extent that no meaningful international search can be carried out, specifically: 



I Claims Nos.: 

because they are dependent claims and are not drafted in accordance with the second and third sentences of Rule 6.4(a). 



Box II Observations where unitv of invention is lacking (Continuation of item 2 of first sheet) 



This International Searching Authority found multiple inventions in this international application, as follows: 



Please See Extra Sheet. 



1 | j As all required additional search fees were timely paid by the applicant, this international search report covers all 



searchable claims 



| | As all searchable claims could be searched without effort justifying an additional fee, this Authority did not invite payment 
of any additional fee. 

| | As only some of the required additional search fees were timely paid by the applicant, this international search report 
covers only those claims for which fees were paid, specifically claims Nos.: 



4, pxl No required additional search fees were timely paid by the applicant. Consequently, this international search report is 
restricted to the invention first mentioned in the claims; it is covered by claims Nos.: 
1-6, 10-16 and 20-23 (in-part) 



Remark on Protest 



| | The additional search fees were accompanied by the applicant's protest. 
| | No protest accompanied the payment of additional search fees. 
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INTERNATIONAL SEARCH REPORT 



International application No. 
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A. CLASSIFICATION OF SUBJECT MATTER 

IPC(7) :C12N 9/00, 9/50; Cl2Q l/37 

US CL :+35/2S, 183, 219 . 
According to International Patent Classification (IPC) or to both national classification and IPC 



B. FIELDS SEARCHED 



Minimum documentation searched (classification system followed by classification symbols) 
U.S. : 4-35/23, 183, 219 



Documentation searched other than minimum documentation to the extent that such documents are 
searched 



included in the fields 



Electronic data base consulted during the international search (name of data base and, where practicable, search terms used) 
BIOSIS, MEDLINE, WEST 



DOCUMENTS CONSIDERED TO BE RELEVANT 



Category* 



Citation of document, with indication, where appropriate, of the relevant passages 

US 5,837,464 A (CAPON et al) 17 November 1998, see entire 
document. 

YOUNG, B. et al. Resistance Mutations in Protease and Reverse 
Transcriptase Genes of Human Immunodeficiency Virus Type 1 
Isolates from Patients with Combination Anti retroviral Therapy 
Failure. Journal of Infectious Diseases. November 1998, Vol. 178, 
No. 5, pages 1497-1501, see entire document. 



Relevant to claim No. 



1-6, 10-16 and 20- 



23 



1-6, 10-16 and 20- 
23 



[~x] Further documents are listed in the continuation of Box C. Q See patent family annex. 



"E" 
"O" 



Special categories of cited documents: 

document defining the general sUte of the art which is not considered 
to be of particular relevance 

earlier document published on or after the international filing date 

document which may throw doubts on priority claim(s) or which is 
cited to establish the publication date of another citation or other 
special reason (as specified) 

document referring to an oral disclosure, use, exhibition or other 
means 



trpjt 



"X" 



document published prior to the international filing date but later 
than the priority date claimed 



*P" 

Date of the actual completion of the international search 



"ft" 



later document published after the international filing date or priority 
date and not in conflict with the application but cited to understand 
the principle or theory underlying the invention 

document of particular relevance; the claimed invention cannot be 
considered novel or cannot be considered to involve an inventive step 
when the document is taken alone 

document of particular relevance; the claimed invention cannot be 
considered to involve an inventive step when the document is combined 
with one or more other such documents, such combination being 
obvious to a person skilled in the art 

document member of the same patent family 



16 JUNE 2002 



Date of mailing of the international search report 

0 9 JUL 2002 



Name and mailing address of the ISA/US 
Commissioner of Patents and Trademarks 
Box PCT 

Washington, D C. 20231 
Facsimile No. (70S) 305-3230 




IE SCHEINER 
Telephone No. (703) 308-0196 
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C (Continuation). DOCUMENTS CONSIDERED TO BE RELEVANT 



Category* 



Citation of document, with indication, where appropriate, of the relevant passages 



Relevant to claim No. 



Y 



HERTOGS et al A Rapid Method for Simultaneous Detection of 
Phenotypic Resistance to Inhibitors of Protease and Reverse 
Transcriptase in Recombinant Human Immunodeficiency Virus 
Type 1 Isolates from Patients Treated with Antiretroviral Drugs. 
Antimicrobial Agents and Chemotherapy. February 1998, Vol. 42, 
No. 2, pages 269-276, especially page 270. 



1-6, 10-16 and 
20-23 
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INTERNATIONAL SEARCH REPORT 



International application No. 
PCT/US02/0I6S2 



BOX II. OBSERVATIONS WHERE UNITY OF INVENTION WAS LACKING 
This ISA found multiple inventions as follows: 

This application contains the following inventions or groups of invention, which are not so linked as to form a single 

r;;:r;. under PCT Ru,e in ° rder «* a " — - ^ ***** -"f 

Group I. cl«m(.) 1-6, .0-.6, S0 - 8S . drawn to a method of assessing the effectiveness of protease antiretroviral therapy 
by evaluating whether a sample contains a mutation at codon 8" ■retroviral tnerap> 

etlTtiVwhlt'a 23 ' f ° 3 meth ° d ° f aSSeSS ' nS ° f P-"ase antiretroviral therapy by 

evaluating whether a sample contains a mutation at codon 90 

£Z !v ctZftfa d « 9S H draWn t0 3 r " iStai,Ce VeCt ° r enC ° dinS 3 Pr ° tCaSe With a mUtati °" " c ° d °" 
Group IV, claims 24 and 25, drawn to a resistance test vector encoding a protease with a mutation at codon 90. 



Jct Ru a J h . W re ' ate l ° 3 Singl£ inVentiVe conce P< "«der PCT Rule .3.. because, under 

PCT Rule 13.2 they lack the same or corresponding special technical features for the following reasons Claim 1 is 
drawn to thod f ; (he efTective „ es$ of fher ^ HIV . infected M ^l™*ZuriL 

the hal 3 t g ' t San : P fr ° m P3tient a mUtati ° n " C0d °" 82 a " d * -"'-ion J de ter ' n"L 

the change in susceptibility to a protease inhibitor. Lorenzi et al CAIDS 1997 i i f,o\ r oc o u a « e "nining 

..^v^ StCPS Cl3imed mUtat, ° nS ~ "° Vel ^ h " *« the ifltant'TaimTla:; 

Group II is drawn to a second method of evaluating distinct mutations from group I 
Group III is drawn to a first product. 
Group IV is drawn to a second product. 
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NOTES TO FORM PCT/ISA/220 



These Notes are intended to g> ve the basic trmnjcuoiu concerning the filing of am^n^ i io _ 

Notes art based on the requirements of the Patent Cooperation Treaty tod of the Refulationi tod the ^CELL. Jr* 
to^^uo^r that Treaty. Inca^ofd.screpancy^nthe* 
For moredetaikd information, see aUo the POT Applicant! Guide, a pubJkatioa ofWITO 

AdautsSK 



INSTRUCTIONS CONCERNING AMENDMENTS UNDER ARTICLE 19 





aon aan asnwiogs) oaajr be aaaeoded duriag the aari 
toCteawmrtriracioi^rtamuc^Artick 19 



or *********** ir n:»» 

* should be crnnhatrigd that provisaoaaJ protection is available aa States only 
WW at* IW taUTMOo«*J appikmtloai aaay be amended ? 




SS^ 00 t ** df,w,n «* only be amended dura*; Actional prdastaary esamautioo under 



Wtoa? WiQ^laaeMdMfjnmgS^^^^H^^^i^j 

applicabaa dme limit but before me ^ i4flk *i of me 
(fcaae 44.1). 1 



not U file the ■■endmemta 




ELSEi7£?J? y °!^ fi ^ A ^ Intenutiooii Bupc>tt 10,1 ** «c«vioc OOka: « the 

lnaemaOoaai Searching Autbonty (Rule 46 J). ... - 



ocauad fc* aateraataoad pc^ 



owT E<he*bycanceJlmgoc*orm^ 




ft* each abort of ifae daama which, 00 account of a* 
from 6c sheet oripoairy filed. 



Anttcdaiega appearing 00 a irTilanrmrTW sheet moat be oanbered m Arabic numcrak. Where a daim k 
ca nceled, no irraimbcnag ***** daim* ia required, la all caaea where daiiuajercai*mbered,tomim 
be letasaibered oooaecuuveiy (Administrative Instructions, Section 205(b)). 



Want docaweaUa ataanVsmay nceoanaaay the amendment* ? 

205(b)): 
its most be auboirtted win a tetter. 

Tb€ / lctti ?^ 1, .!! ot P"** 10 ** international apoiicauon and the amended daiatt. kabomdootbc 

confounded with the -Statement under A/tide 19(1)" (see below, under -Statement under Article 19(1)"). 

The 4caer must indicate 4bc diflcTrnori hrfween the daima asiikd aad «■■— p i** it must, in 

£iu^r t indiarte, m cwmecrioo with each daim appcaraganbe maemaltaal a vU l cato fh ^ciuf uuduiua od 
mat tocaocal mdicaaona concerning several da una may be grouped), whether 

(i) the daim ia unchanged; 

(ii) the daim ia cancelled; 
(iti) the daim is new; 

(iv) the daim replaces one or more daims as filed; 

(v) the daim is the result of the division of a datm as filed. 
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NOTES TO FORM PCT/1SA/X20 feoMtaMtf) 

. i. _kLr4. »»B<lacats tmwt b« cxpUlaeo' U the 

•ccompaaytM ktur: 

QltflU 1 to Z?» Jl« -» J t J * . T 4fi tA <« allied. 

cUuru 30. 33 .od 36 uodunged: ikw da.ms 49 to 51 
3 rWbotorifiMUytbeiewe I4du«nnd iae«ncB»u« 

' ocwcUtmst: ^ . 7 M 13 cMceUed; oewdtina 15. 16 tad 17 tdded." or 

:££ 7 £ 

•Suuwti «»d«r Article WH" (*■«« MlmrTlT1 ud fadkatmc tny tapta 

Article 19(0). mi, gny riiVrfHf^ 

T»e.u«»e«.l^bebriet.t.lK»M~ 

U .hodd oat be e*rf«-ded wtt, tod do- »at "P^SiSS^hffl^ ^ ^ « 



rcpor. may be mtoe only » mun flrtion 



^ unendmentt not be mioc in the UnW - tpptation 



For furtber dettiU on ibe requirement* p~ 
Guide. 



